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DETAILED ACTION 
Status of Application/Amendment/Claims 

Applicant's response filed 12/19/2005 has been considered. Rejections and/or 
objections not reiterated from the previous office action mailed 8/15/2005 are hereby 
withdrawn. The following rejections and/or objections are either newly applied or are 
reiterated and are the only rejections and/or objections presently applied to the instant 
application. 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claims 1-36 are pending in the application. Due to the petition decision of 
3/13/2006, claims 1, 3, 5, 7-14, 16, 27, 30 and 32, directed to a method of identifying 
compounds useful for modulating body weight comprising the use of a polynucleotide 
having 85% homology with SEQ ID NO: 5, will be examined as the elected group, group 
I. 

Claims 2-13, 15-36, and the subject matter that is not drawn to the polynucleotide 
(SEQ ID NO: 5), are withdrawn from further consideration pursuant to 37 CFR 1.142(b), 
as being drawn to nonelected inventions, there being no allowable generic or linking 
claim. Claims 3, 5, 7-13, 16, 27, 30 and 32 are withdrawn because they are not drawn 
to a polynucleotide, but rather are drawn to the protein, which is not the elected 
invention. 
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Therefore, claims 1 and 14 will be examined to the extent that they read on the 
elected invention, the polynucleotide, each of which were examined in the office action 
mailed 8/15/2005, 

New Rejections 
Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C, 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of canning out his invention. 

Claims 1 and 14 are rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for assaying for the effect of a compound on body 
weight ex vivo, does not reasonably provide enablement for human in vivo assays. The 
specification does not enable any person skilled in the art to which it pertains, or with 
which it is most nearly connected, to make and/or use the invention commensurate in 
scope with these claims. 

The invention of the above claims is drawn to a method for identifying 
compounds comprising contacting a test compound with a nucleic acid molecule 
encoding a protein having an amino acid sequence that is at least 85% identical to SEQ 
ID NO: 6 or a fragment thereof having at least 8 amino acids and determining whether 
the test compound binds to the nucleic acid sequence. The invention is further drawn to 
administering the test compound that binds to the nucleic acid sequence to a mammal 
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and measuring the effect of the test compound on the body weight of the mammal. The 
mammal is further specified to be a mouse. 

The claims read on human in vivo assays to test the effect of the compound on 
body weight, which is not enabled. The in vivo assays described in the specification 
involve prophetic examples only and have not been reduced to practice. 

The specification teaches assays utilizing tissue samples, but does not offer 
guidance on how to perform such an assay in vivo in any mammal, including a human. 
The specification as filed does not provide adequate guidance that would show how one 
skilled in the art would practice the claimed invention without undue experimentation. 

To practice the claimed invention, one of skill in the art would have to de novo 
determine; the stability of the compound in vivo, delivery of the compound to the whole 
organism, specificity to the target tissue in vivo, dosage and toxicity in vivo, and entry of 
the molecule into the cell in vivo and the effective action therein. Without further 
guidance, one of skill in the art would have to practice a substantial amount of trial and 
error experimentation, an amount considered undue and not routine, to practice the 
instantly claimed invention. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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Claims 1 and 14 rejected under 35 U.S.C. 103(a) as being unpatentable over 
Glucksmann at al. (WO 99/37679), in view of Grassie et al. (US 2003/0152973 A1) and 
Gu et al. (US 2004/0197766 Al). 

The invention of the above claims is drawn to a method for identifying 
compounds comprising contacting a test compound with a nucleic acid molecule 
encoding a protein having an amino acid sequence that is at least 85% identical to SEQ 
ID NO: 6 or a fragment thereof having at least 8 amino acids and determining whether 
the test compound binds to the nucleic acid sequence. The invention is further drawn to 
administering the test compound that binds to the nucleic acid sequence to a mammal 
and measuring the effect of the test compound on the body weight of the mammal. The 
mammal is further specified to be a mouse. 

Glucksmann et al. teach the identification of a G-protein coupled receptor 
(GPCR) and nucleic acid molecules that encode the GPCR, referred to as the flh2882 
protein and the flh2882 gene, respectively. Glucksmann et al. teach methods of 
identifying compounds that bind and modulate the expression of the flh2882 gene 
comprising contacting a cell with a candidate compound and determining the expression 
of the flh2882 mRNA or protein (see page 32). The candidate compound is therefore 
identified as a modulator of flh2882 nucleic acid expression. Glucksmann et al. 
specifically teach a 1728 nucleotide sequence, wherein nucleotides 1-101 1 are 99.7% 
identical to a nucleic acid molecule encoding the instant protein (see instant SEQ ID 
NO: 5). The sequence of Glucksmann et al. is considered to be within the genus of 
polynucleotides instantly claimed, as the sequence comprises a sequence 99.7% 
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identical to instant nucleic acid SEQ ID NO: 5, and both are disclosed to be G-protein 
coupled receptor sequences. The sequence taught by Glucksmann et al. is considered 
to have the same function as the instant polynucleotide, as it comprises a portion that is 
99.7% identical to instant SEQ ID NO: 5. Additionally, the human and mouse 
"mammalian sequence #115" are disclosed as being extremely similar (see instant 
figure 4). Therefore, the sequence taught by Glucksmann et al. is considered to be 
substantially similar to the mouse sequence as well. Glucksmann et al. teach 
expression of the sequence in recombinant mammalian cells, and further teach a 
mouse and human gene sequence. 

Glucksmann et al. do not teach an assay to test the effect of the compound on 
body weight. 

Grassie et al. teach a full-length cDNA sequence that codes for a GPCR, as well 
as the complete gene and the encoded protein. Grassie et al. teach a recombinant cell 
line expressing these receptors such that novel compounds active at these receptors 
can be identified for therapeutic use (see abstract). Grassie et al. teach that many 
GPCRs are expressed in the brain and may be exploited as therapeutic targets for the 
treatment of CNS disorders and specifically teach a GPCR, 0RG3, that has a high 
degree of homology with human sequence flh2882 (see paragraph 19), the GPCR 
taught by Glucksmann et al. Grassie et al. teach that GPCRs can function to alter 
disease states including obesity (see paragraph 14). 

Gu et al. teach assays for the identification of compounds useful for the 
modulation of body weight. The assays identify compounds that bind to 58128, a 
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GPCR. Gu et al. teach in vivo assays to measure the effect of the compound on body 
weight (see paragraph 10). Gu et al. teach that modulators of 58128 can act as 
therapeutic agents for treating one or more of GPCR associated disorders, e.g., 
disorders encompassing a CNS function involved in the regulation of body weight or 
body fat metabolism (see paragraph 25). 

It would have been obvious to one of ordinary skill in the art to incorporate an 
assay to test the effect of the compound on body weight into the method taught by 
Glucksmann et al. 

One would have been motivated to incorporate an assay to test the effect of the 
compound on body weight into the method taught by Glucksmann et al. because 
GPCRs were known in the art to be useful for modulating body weight, as taught by 
Grassie et al. and Gu et al. 

Gu et al. specifically teaches in vivo assays to measure the effect of compounds 
that modulate GPCRs on body weight (see paragraph 10). Gu et al. teach that 
disorders encompassing a CNS function involved in the regulation of body weight or 
body fat metabolism are GPCR associated disorders (see paragraph 25). Grassie et al. 
teach that GPCRs can function to alter disease states including obesity (see paragraph 
14). Since disorders related to body weight were known to be GPCR associated 
disorders, one would have been motivated to test for such an effect with the compounds 
identified by Glucksmann et al. to be modulators of a GPCR. 

Finally, one would have a reasonable expectation of success given that in vivo 
assays were known to be beneficial to measure the effect that a compound that binds to 
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a GPCR has on body weight, as taught by Gu et al. One would expect for this assay to 
be just as beneficial in the method taught by Glucksmann et al. regarding identifying 
modulators of a GPCR. 

Thus in the absence of evidence to the contrary, the invention as a whole would 
have been prima facie obvious to one of ordinary skill in the art at the time the invention 
was made. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Amy H. Bowman whose telephone number is 571-272- 
0755. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Peter Paras can be reached on 571-272-4517. The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306. 

Patent applicants with problems or questions regarding electronic images that 
can be viewed in the Patent Application Information Retrieval system (PAIR) can now 
contact the USPTO's Patent Electronic Business Center (Patent EBC) for assistance. 
Representatives are available to answer your questions daily from 6 am to midnight 
(EST). The toll free number is (866) 217-9197, When calling please have your 
application serial or patent number, the type of document you are having an image 
problem with, the number of pages and the specific nature of the problem. The Patent 
Electronic Business Center will notify applicants of the resolution of the problem within 
5-7 business days. Applicants can also check PAIR to confirm that the problem has 
been corrected. The USPTO's Patent Electronic Business Center is a complete service 
center supporting all patent business on the Internet. The USPTO's PAIR system 
provides Internet-based access to patent application status and history information. It 
also enables applicants to view the scanned images of their own application file 
folder(s) as well as general patent information available to the public. For more 
information about the PAIR system, see http://pair-direct.uspto.gov. 

For all other customer support, please call the USPTO Call Center (UCC) at 800- 
786-9199. 



Amy H. Bowman 
Examiner 
Art Unit 1635 
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